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Report Title: Rabbit Eye Irritation (Low Volume Procedure) of G0556.01 

Test Type: Ocular Irritation 

Conducting Laboratory and Location: 

Test Substance(s): #GO506 - 0.3% Octopirox in hair conditioner. Undiluted material 
was tested. 

Species: Rabbit 

# of Animals: 6 rabbits 

Test Conditions: 6 rabbits tested with 0.01 ml of test material (unwashed). 

Results: Test material was mild to the eyes. Conjunctivitis (6 of 6 eyes) was the only 
sign produced (MAS=l.7). Three eyes cleared within 1 day and 3 within 2 days. 

Study #: HZRT-50106724 
Report Date: 02/26/85 
QA Statement/GLP compliance: Yes 

Accession #: 306 19 
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H&Es Qaeratiom Section 

This xaport Me been reviewed for ecfentific quality emi la sumnari~td, with 
caiamelnts ( 1S any) ss follawsr 

Undiluted, mat ch8ed CO5M.W ua8 ~i3d to the ryes. 
was the cnly fiign produced @&?+1,7). 

CmjuncCiv8xZs (6 of 6 eyes] 

2 days. 
Three eyes cleared within 1 day and 3 tithia 

Thlb report I!3 8 

Corp. H&ES Liaise 

and sntry into P&G Toxicology FiLee 

Return ta Corp. H&ES Operations Semion, 

! Entered into Safety Data System: Datet .7- &-QS By: -$+?f-&u. 

i-ilcrafilmin~ r;olepleted: D&l! : By: 
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CIISCUUS LtuUID: GO5C4.0~ 
DRO# WCR 0372; C2B; iSSUE OATE 5-1 

EYE IRRITATION 

Oh jscr 1’2.s : To detarmtne th6 leue 1 
the rabbit so that It may be 

Pf3G-E 2 

compared uith mort famrlxar substancca. 

Haterie!: GQ506.Dl 
eel Oabcriptran: Aquzr blue, uiseou.~ 1 IQU Id 
latu of Test Pbtsria~; F;poosor assumes resoanslbllzty far sfebliltv 

dctermtostion. 

Rnimbl: Younq eduit rabbits (apprnxlmatcly 14 weeks of a+) of 
II-.@ New fealantt White strain *re*e procured, maintalNed indiwirjlrrat !!r 
in screen-bottom cages in temperaturc- evd humtdr:y-controlled quarter>, 
provided cant bnuoue, ectess ta Teklad Laboratory Rabbit Oust arid watsr, 
and held for an eccl~mstian period OF bt least 7 daps. 

Sir ecclirated anlmal$, ldentxfied b:~ animal number an@ corresponding 
eer teg, wtrl) chosen at random Far the test bssed upon health end a 
bPdy weight ot‘ greater than 1.5 kq. The anxmals’ 
eppro%ifiMtaly 24 haura prior 

tysb wee txsminecf 
to ttst material admtnlstrataan using 

sodium f luuresceln dyr: procedures. Clnly those anlmelr. with no a~gn of 

ocular Irritation ar :n,ury were used un the test. 

Preparat ion af rest Hater lal: The sample war, dosed at recetued. 

Treatment : Lndivldual doses of the te52 material were rlrawn up and 
adnlnisterod undrlutad using B Hamilton lO-n&croiatcr glass syrrnge. 
The eyelid& tiers gently field open and 10 microlrttrs a? tact ma?erial 
r~rre placed directly an the cgrpee O+ one eye af each rbbhkt, with toe 
contralateral eye ssruing as the untveattd control. The eyelids were 
raleesed immsd iatelv wlthaut forecd bl inkin or man tpt.iiat Em. 
of the rabbits remained unflushect. 

The eyer 

Dbaurvat ions: Body we a ght 3 tiere taken just prlar Lo test mattcaaf sdmxn- 
istraE :an. Rsadieqs of ocular lrritstron in the trested eyes were 
made an Days ? and 2. Scor.ng was drecontinued far each wnrma1 oned 
its treated tye cleared OF irritation. Grirdlng and storing of rrrttaracm 
were pnrformed usxng the Draira technique.* 

Pathology: 1311 animals weru eutharwttaxed and discarded at rtudu termln&tl 

+Draize, 3-H., “fippraisal oQ the Safety of Chamicz+ls in FOCUS., Drrrqa 
and Coemtt its - Oarma! tcxicity.” tissoctation of Fond and Drug af*lcaai 
at the U.S., Topeka, Kannes, pp. GO-52 (19591. 



SAt’lf’LE NUMfX!?: 50106124 

u19colJs LIQUID: c0506.01 
ORD# HYCR 0372: C28; ISSUE DFITE 5-l-84 

EYE IRRITRTICfN CCDNTINLJEDI 

Test 6wlimal: Albtno vabbrts - New leakand Whxte 
Saurce: Hezlaton Outchland, Inc.., Oenvar PA 
Date finrmsfs Received: 12/lB/B4 

Tumperetura and t-iurniclrty of Animal Roam: 21. to Z? Cleqrac?s C,; 
38 to 44% Relathve Hunldlty 

Tesr rlstsrlal: CO506.01 

Da:s Teat Started: C1/?8/95 @ate Test Completed: au3u44 iln-lifsl 

Treatment rllwi RiMi Time c?qa to Ckcer Source of sco+e* 
0.010 ml fUnua+hcc; 1.7 Day 1 1, 2, 2, 2, l7 1 CJ 

*CD = f2ornea.t tR = Jr is; CJ - CmJunttivee 

PRIIMR-f EYE IRRITFITLDN SCORE**: 

6 Rabbits 
10 lTllGt’Ot 1 tF.rs 

OESERUfiTIfJM PERIOD CUnweshed 1 

Day k: 1.7 
Dav 2: 0.0 

**The Primary Eye? Irrltetion Score 1s the total &ye rrritsticn score 
fez ell the animals dedlded by the rwmbcr of animais (6) at each 
each abrervatian per!ad, (i.e., suerage irritstlbn score). 

The miauirnum average stmre tl7Ft51 as the highest primary aye irratattan 
scnr8 rercorded for any gaven abseruataon period. 



Flnimaf 
Number 

FO7462 

1;07Ff34 

Fl37474 

FO7474 

Par tad 

Day 1 

Dau 1 
bay 2 

Dav 1 
Day 2 

Day 1 
DWJ 2 

Oat, 1 

Day 1 

n 0 0 

1 il 0 li 
a 0 1 
0 cl 0 
0 II 0 

0 0 0 

D 

2 
a 

6 
0 

3 
cl 

cmt,msn ts : 

No pain rsspanbc {umcalizat~cm) was elbcrtrd Pram any anrnral follorlng 
instillation of the tsst meterlbl. 

No ccr~nesl ar rcldal Irrztatkon was obserusd an aoy antmaf duriny! the 
study. 

Blsnchhnp of the conjwctiuae was seen in cbne animal at the Day 1 
abaervat aan. 

The median number of days Car the eyes to clear is 1.5. 

0 

0 



‘iRe rqmrt a6 herein attached fez th% abavtmaationect utudy haa heen tcviawed 
by the amaigned Quality Aeikurance Uhrir of li~&feCon Ubo~torics &mica, Inc. 
in accordance with the Oaod Ubocstory Praekice Rquiac:ione as get facrh ia 
22 Wf’i 5B.35 {b) (61 (7)+ IC has been found to accurately idqncintify rnd/or 
describe the authorized meth@Ur end rtandazd apetdti~g procedwoe fofLuweo ‘LR 
the conduct of the study and that the xtpceted data orcurately reflect the raw 
dare of the labaratory rtudy. Surcci)(21wcc, the QuaJicy Agsurance sic hrr 
ccnrducted the follwiag inepsctionr of the tosriog facilities ucili+cd in the 
cmddct of thie study rnd has svbrPitted uritteo repmta af said iuspectmna to 
the study dircc tm andlar wmgement. 

L/23-251 SS Brimktb Audi L 
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Wazktm l.abore!orieS America, he, 
P, 0. Ebx 7545 
Madison. Wiscmsin 53707 



Test Substenccts) 

lWIou the rpprwc8 Stanbarb PperrUng ProcMurcY of’ 
the Tat Facllttt. 
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Cka0wfations: 



Ctleulrtians: 

Rotocol - Pagt s of B 



Protocol thanetrr : 



tf!l Ares of aornt~ luvwlvoU 
Oae aurtttr fcr ltaa2, but not tam -. 1 



8, lbra*racultrIZ&tlm 
s. PlfpMntstioa 
1. Scsr 
t, Westa 
6. u.actr&t ion 

cw!~unct tua 
1. zi&i!wwthJgt 
2. urcsrstiw 

3. laqrorris 



January 24, 1985 

lM.8 is to authorize you to carry out taze fr&lcuhg study according to the 
attached pr0toc01, and in confanwmx with the stipulaticni; of cur current 
Labwatory Services Agrement. 

Qaality assurance inspection sha31 QQp1sGit of at Iw3t me randamly 
selected phase for all acute Ssingh doset studies. 

The final reparts f”or all studies till be inspect& by tie Q&J. 

Teat: Rabbit Eye Irritetton (law V&a~e Racedwe 
Rotcc5lk3.: C2f3 188lxl Date: way 1, 1984 

Test f.Jubstance No.: G0506.01 bc. f&q. Bar: faYCR 0372 
my&al Font: Yisccm Liquid 

Verbal resulta are needed by February 25, 15185. Three +30p%es af the fbsl 
report am needed within three weeks of oanpletion of study, md iwe to be sent 
to my attention at the above addzw!&s. 



hp 
Attachments 
cc: study Pilie 

c. w. cwditl 



Subntancev requ%nd by: __ 

Concurrence vith test rvqucvt: 
(prwhlt TSCR’lr beftre 

tcekhg thie cumcurrtnee) 

Iesue Date 9182. 





, 

* I. 

*“= - 
-- , - - 
-- . ‘-- 

- 
-- 
-- 

- 



. . 

. 

l 


